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WIW 3ftT tfftiflT tShWTUT H4I W<l 

(wtezrkwm) 

ftct'll, 17 ^JT, 1996 

RT. ft. 245 ( -31).—afafa aft TOm M#'Pm, 1945 3% sfcRm 3|fafa 

#t other wrcft sifaft^R, 1940 (1940 23 ) a#?km wwt) ^ to 12 silk to 33 4 ft 

aftRTJRTC, 'TO HERE % RTO4 3fk RfftR*hWI TORT4 CRTOR ftYFT) ^ R. W. W1. ft. 96 (R), tlrfftj 24 

1995 'SRT’STNiirS?!?! ftEIT W *71, «rf*W^ ftF!% ^3R^ TOfeffl ^Ft ^ RHERT t, Rtf Hlfts fiiEWl R7tf3#R£«RT 

k ~^Kl <('3T T 7W 5(Rl4i -*14(11 dMd«*7 <n<.i *ff, *u<3 ft4 HHiIki ^ <j*f 37T^bT 3ft ytjuq tfFt ftl *1; 

3ft 34(1 U^TO JjRiql 15-3-1995 3Hfli SHd**7 -Titl ^ *ff; 

3ft tftffiK ^ RW TOtf Iftftf % Tfttf 3 ~*m 3 WZ STraHf aft tfT fttfK TO ftpllt; 

37?T: 3P7, %?(ft tflqiK, R4?f 3TftftTO' *7RI 12 3ft 4KT 33 SKI tfftTOf TO H^t'i qi<(l 3ftqp7 ci c O'tl c tjl WdlC^ik 

"fl-il ^ otrt-) % 'H<f*1l(1 | 3ft(ft 3ft nHiq-l Hi7)ill Pi4*l, 1945 TO 3ft ^5(1)44 4>(’l % Rfl4, l^^'lR’iRsiO PiqH q-lldl 3TEff^;— 

1. (1) f^Tqrit -aPT ^fT*T 3^Trff%T -STOT^TT TrTHTft C^3T Tf5?fr*TT) "PPUT, 3996 % I 
(2) ^ (ItftfSI 3 HTO¥I4 RlftS ^ TPJtf#1 I 

2. aftrftf aft TOTO tfltflft ftTO, 1945 £ ftTO 126^ 3, "% fthft ftflffftff ” "ftltf$> STOftT 

^kM PiWft'4f 'fit'” 7T®T TO; WtPET fm ,I 
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:—afafil affcTOflFTHT Uif l ft *1U, 1945,1 -5-79 445 441TfMl4UMH1TPi4 4^4 1 7 45 W i m TN lW q (HTrH4 tWl) fttM 

aflM 3fa 41444 HlM, Mlft44 #3 ftw (4. -&. -3ft. 1(4. TTR. 61) 'ftuftMRlf, sMfef I 4143411( 344 ftMtf 

4Kir^»HH44 'HT r T—2 Ufe (3)(i) 3 H4ilftl<T fMfaf&RT MH(44r3if ifM®-fan?;44f :— 


1. HT. 44. ft. 1241, M® 6-10-1979 

2. HT. 44. ft. 1242, Mu 6-10-1979 

3. hi. 44 . ft. 1243 , Mar 6 - 10-1979 

4. hi. 44. ft. 1281 , M® 12 - 10-1979 

5 . hi. 44 . ft. 430 , rts 19 - 4-80 

6. Ht. 44 ft. 779, M® 26-7-80 

7 . ht. 44 ft. 540 ( 31 ), Mur 22 - 9-80 

8. ht. 44 ft. 680 , Mur 5 - 12-80 

9. HT. 44 ft. 681 (31), Mur 5-12-80 

10 . ht. 44 ft. 682(3?), Mur 5 - 12-80 

11 . HT. 44 ft. 27(3r), Mur 17-1-81 

12 . HI. 44 ft. 478(31), Mur 6 - 8-81 

13. HI. 44. ft. 62(31), Mur 15-2-82 

14. HT. 44. ft. 462(31), Mur 22-6-82 

15. HI. 44 ft. 510(31), Mur 26-7-82 

16. HI. 44 ft. 13(31), Mm 7-1-83 

17. HI. 44 ft. 318(31), Mm 1-5-84 

18. HI. 451. ft. 331(31), Mm 8-5-84 

19. HT. 44 ft. 460(31), Mm 20-6-84 

20 . HT. M. ft. 487(31), Mut 2-7-84 

21. HI. 451. ft. 89(31), Mm 16-2-85 

22. HI. 44. ft. 788(31), Mm 10-10-85 

23. HI. 451. ft. 17(31), MUI 7-1-86 

24. HI. 451. ft. 1049(31), Mm 29-8-86 

25. HI. 451. ft. 1060(31), Mm 5-9-86 

26. HI. 451. ft. 1115(31), M® 30-9-86 

27. HI. 451. ft. 71(31), MU 30-1-87 

28. HI. 451. ft. 570(31), Mm 12-6-87 

29. HI. 44. ft. 626(31), Mm 2-7-87 

30. HI. 451. ft. 792(31), Mm 17-9-87 

31. HI. 451. ft. 371(31), Mm 14-3-88 

32. HT. 45T. ft. 75(31), Mm 2-6-88 

33. HI. 451. ft. 675(31), MUI 2-6-88 

34. HT. 44 ft. 676(3f), Mm 2-6-88 

35. HI. 4TT. ft. 677(31), Mm 2-6-88 

36. HT. 451. ft. 681(31), Mm 6-6-88 

37. HI. 451. ft. 735(31), MUI 24-6-88 

38. HT. 451. ft. 813(31), M® 27-7-88 


39. HI. 4IT. ft. 944(31), M® 21-9-88 O^ffr 1 ®) 
407 HI. 451. ft. 43(31), M® 20-1-89 (^fMO 

41. HT. 45T. ft. 44(31), M® 20-1-89 (■gffc’TSr) 

42. HI. 451. ft. 100(31), Mm 14-2-89 (^44) 

43. HI. 4>T. ft. 443(31), M® 12-4-89 

44. HI. 4H. ft. 588(31), M® 2-6-89 (^44) 

45. HT. 44. ft. 691(31), M® 11-7-89 

46. HT. 44. ft. 784(31), M® 28-8-89 

47. HT. 44. ft. 16(31), M® 10-1-90 

48. HI. 44. ft. 731(31), M® 23-8-90 

49. HI. 44. ft. 865(31), M® 25-10-90 

50. HI. 44. ft. 11(31), M® 7-1-91 

51. HT. 44. ft. 223(31), M® 19-4-91 

52. HT. 44. ft. 246(31), M® 1-5-91 

53. HT. 44. ft. 301(31), M® 7-6-91 

54. HT. 44. ft. 302(31), M® 7-6-91 

55. HI. 44. ft. 491(31), M® 2S-7-91 

56. HI. 44. ft. 495(31), M® 25-7-91 

57. HI. 44. ft. 532(31), M® 14-8-91 

58. HI. 44. ft. 626(31), M® 14-10-91 

59. HI. 44. ft. 668(31), M® 7-11-91 

60. HT. 44. ft. 730(31), M® 10-12-91 

61. HI. 44. ft. 59(31), M® 22-1-92 

62. HI. 44. ft. 305(31), M® 4-3-92 (^fMl) 

63. HI. 44. ft. 445(31), M® 30-4-92 

64. HI. 44. ft. 597(31), M® 17-6-92 

65. HT. 44. ft. 663(31), M® 3-7-92 

66. HI. 44. ft. 723(31), M® 11-8-92 

67. HI. 44. ft. 796(31), M® 1-10-92 

68. HI. 44. ft. 877(31), M® 17-11-92 

69. HT. 44. ft. 904(31), M® 2-12-92 

70. HI. 44. ft. 923(31), M® 14-12-92 

71. HI. 44. ft. 27(31), M® 22-1-93 CARETS) 

72. HI. 44. ft. 28(34), M® 22-1-93 

73. HI. 44. ft. 86(31), M® 26-2-93 

74. HI. 44. ft. 296(31), M® 24-3-93 

75. HI. 44. ft. 373(31), M® 13-4-93 (^ffcM) 

76. HT. 44. ft. 374(31), M® 13-4-93 CJlftfl*) 
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77. m "3 >t. ft. 447(3?), 'mfts 10-6-93 (^ffc^) 

78. m m ft. 658(3?), Rftj 19-10-93 

79. RI. 1ST. ft. 673(3?), TTlfftr 27-10-93 

80. m m ft. 108(3?), -ffjftsr 22-2-94 

81. m *R. ft. 109(3?), ■mffts 22-2-94 

82. TTT. TR. ft. 370(3?), Rfts 7-4-94 

83. m m ft. 466(3?), ■?nfts 17-S-94 

84. RT. 1ST. ft. 615(3?), Rtf?!! 9-8-94 

85. rt.' *r. ft. 659(3?), ^nftar 31-8-94 

86. RT. m ft. 676(3?), HlftS 6-9-94 

87. RT. TW. ft. 811(3?), 14-11-94 

88. nr. *r. ft. 812(3?), 14-11-94 

89. nr. *rt. ft. 850(3?), 7-12-94 

90 . r?. *ft. ft. 55(3?), 7-2-95 (-flUrre) 


91. nr. tr. ft. 59(3?), fflpfhsr 7-2-95 

92. nr. ft. 93(3?), 24-2-95 

93. nr. w. ft. 495(3?), Trrtftr 9-6-95 

94. nr. tr. ft. 496 ( 3 r), 9-6-95 

95 . rt. *r. ft. 493 ( 3 ?), wftsr 9 - 6-95 

96. n?. *r. ft. 553 ( 3 ?), rrrfts 20 - 7-95 

97. nr. *r. ft. 554(3?), r#® 20-7-95 Ogflm) 

98. n?. RT. ft. 697(3?), R#® 26-10-95 

99. nr. rt. ft. 20 ( 3 ?), Rftar 11-1-96 

100 . nr. rt. ft. 21 ( 3 ?), Rftsr 11 - 1-96 

101. nr. RT. ft. 89(3?), Rft® 14-2-96 

102. RT. RT. ft.119(3T), Rfr® 11-3-96 

103 . nr. rt. ft. 122(3?), nrtftr 11 - 3-96 (^ffcrr) 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 17th June, 1996 

G.S.R. 245 (E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, were 
published as required by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) (hereinafter referred to as the 
said Act), vide notification of the Government of India in the Ministry of Health and Family Welfare (Department of Health); 
Number G.S.R. 96(E), dated the 24th February, 1995, inviting objections and suggestions from all persons likely to be affected 
thereby, before the expiry of a period of sixty days from the date on which the copies of the Official Gazette containing the 
said notification were made available to the public; 

And whereas copies of the said Gazette were made available to the public on the 15-3-1995; 

And whereas the objections and suggestions received from die public on the said draft rules have been considered by 
the Central Government; 

Now, therefore, in exercise of the powers conferred by Sections 12 and 33 of the said Act, the Central Government, 
after consultation with the Drugs Technical Advisory Board, hereby makes the following rules further to amend the Drugs and 

Cosmetics Rules, 1945, namely:— 

1. (1) These rules may be called the Drugs and Cosmetics (Vlth Amendment) Rules, 1996. 

(2) They shall come into force on the date of their publication in the official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in rule 126A, after the words "ophthalmic preparations", the words "in¬ 
cluding Homoeopathic ophthalmic preparations", shall be inserted. 


[NO. X.—11014/19/94-DMS & PFA] 
RENU SAHNIDHAR, Jt Secy. 

Note :—The Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 is contained in the publication of the Ministry of 
Health and Family Welfare (Department of Health) containing the Drugs and Cosmetics Act and the Rules (PDGHS- 
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61). Subsequently the said rules have been amended by the following notifications published in Part II, Section 3, 
Sub-Section (i) of the Gazette of India, namely:— 


1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-4-1980 

6. G.S.R. 779 dated 26-7-1980 

7. G.S.R. 540(E), dated 22-9-1980 

8. G.S.R. 680(E), dated 5-12-1980 

9. G.S.R. 681(E), dated 5-12-1980 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E), dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13 (E), dated 7-01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(E), dated 20-6-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G.S.R. 89 (E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. 17 (E), dated 7-01-1986 

24. G.S.R. 1049(E), dated 29-8-1986 

25. G.S.R. 1060(E), dated 5-9-1986 

26. G.S.R. 1115(E), dated 30-9-1986 

27. G.S.R. 71(E), dated 30-1-1987 

28. G.S.R. 570(E), dated 12-6-1987 

29. G.S.R. 626(E), dated 2-7-1987 

30. G.S.R. 792(E), dated 17-9-1987 

31. G.S.R. 371(E), dated 24-3-1988 

32. G.S.R. 75(E), dated 2-6-1988 

33. G.S.R. 675(E), dated 2-6-1988 

34. G.S.R 676(E), dated 2-6-1988 

35. G.S.R 677(E), dated 2-6-1988 

36. G.S.R. 681(E), dated 6-6-1988 

37. G.S.R 735(E), dated 24-6-1988 

38. G.S.R 813(E), dated 27-7-1988 

39. G.S.R 944(E),dated 21-9-1988 (Corrigendum) 

40. G.S.R 43(E), dated 20-1-1989 (Corrigendum) 

41. G.S.R. 44(E), dated 20-01-1989 (Corrigendum) 

42. G.S.R. 100(E), dated 14-2-1989 (Corrigendum) 

43. G.S.R 443(E), dated 12-4-1989 

44. G.S.R 588(E), dated 2-06-1989 (Corrigendum) 

45. G.S.R 691(E), dated 11-7-1989 

46. G.S.R. 784(E), dated 28-8-1989 

47. G.S.R 16(E), dated 10-1-1990 

48. G.S.R 731(E), dated 23-8-1990 

49. G.S.R. 865(E), dated 25-10-1990 

50. G.S.R. 11(E), dated 7-1-1991 

51. G.S.R. 223(E), dated 19-4-1991 

52. G.S.R 246(E), dated 1-5-1991 


53. G.S.R 301(E), dated 7-6-1991 

54. G.S.R. 302(E), dated 7-6-1991 

55. G.S.R 491(E), dated 25-7-1991 

56. G.S.R 495(E), dated 25-7-1991 

57. G.S.R 532(E), dated 14-8-1991 

58. G.S.R 626(E), dated 14-10-1991 

59. G.S.R 668(E), dated 7-11-1991 

60. G.S.R 730(E), dated 10-12-1991 

61. G.S.R. 59(E), dated 22-1-1992 

62. G.S.R. 305(E), dated 4-3-1992 (Corrigendum) 

63. G.S.R. 445(E), dated 30-4-1992 

64. G.S.R 597(E), dated 17-6-1992 

65. G.S.R. 663(E), dated 3-7-1992 

66. G.S.R. 723(E), dated 11-8-1992 

67. G.S.R. 796(E), dated 1-10-1992 

68. G.S.R. 877(E), dated 17-11-1992 

69. G.S.R 904(E), dated 2-12-1992 

70. G.S.R. 923(E), dated 14-12-1992 

71. G.S.R 27(E), dated 22-1-1993 (Corrigedum) 

72. G.S.R. 28(E), dated 22-1-1993 

73. G.S.R 86(E), dated 26-2-1993 

74. G.S.R. 296(E), dated 24-3-1993 

75. G.S.R. 373(E), dated 13-4-1993 (Corrigendum) 

76. G.S.R. 374(E), dated 13-4-1993 (Corrigendum) 

77. G.S.R. 447(E), dated 10-6-1993 (Corrigendum) 

78. G.S.R. 658(E), dated 19-10-1993 

79. G.S.R 673(E), dated 27-10-1993 

80. G.S.R. 108(E), dated 22-2-1994 

81. G.S.R 109(E), dated 22-2-1994 

82. G.S.R. 370(E), dated 7-4-1994 

83. G.S.R. 466(E), dated 17-5-1994 

84. G.S.R. 615(E), dated 9-8-1994 

85. G.S.R. 659(E), dated 31-8-1994 

86. G.S.R. 676(E), dated 6-9-1994 

87. G.S.R. 811(E), dated 14-11-1994 

88. G.S.R. 812(E), dated 14-11-1994 

89. G.S.R 850(E), dated 7-12-1994 

90. G.S.R. 55(E), dated 7-2-1995 (Corrigendum) 

91. G.S.R 59(E), dated 7-2-1995 

92. G.S.R. 93(E), dated 24-2-1995 

93. G.S.R. 495(E), dated 9-6-1995 

94. G.S.R. 496(E), dated 9-6-1995 

95. G.S.R. 493(E), dated 9-6-1995 

96. G.S.R. 553(E), dated 20-7-1995 

97. G.S.R. 554(E), dated 20-7-1995 (Corrigendum) 

98. G.S.R .697(E), dated 26-10-1995 

99. G.S.R 20(E), dated 11-1-1996 

100. G.S.R. 21(E), dated 11-1-1996 

101. G.S.R 89(E), dated 14-2-1996 

102. G.S.R. 119(E), dated 11-3-1996 

103. G.S.R 122(E), dated 11-3-1996 (Corrigendum) 
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